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Let’s do what we did last time..

‘There is a peculiar paradox that exists in trial execution - we 
perform clinical trials to generate evidence to improve patient 
outcomes; however, we conduct clinical trials like anecdotal 
medicine: 

we do what we think works

we rely on experience and judgement and..

limited data to support best practices.’

Monica Shah in ‘Site selection in global clinical trials in patients hospitalized for heart failure: perceived problems and potential solutions’. Heart 

Fail Rev. 2012; Oct 26. [Epub ahead of print]





What are we trying to do with our trial?

• Who am I designing my trial for?

• What do they need?
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Now let’s think about design..

Work
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What you have produced is irrelevant



Do we think enough about design?

‘…most therapeutic trials are inadequately 
formulated, and this from the earliest stages of 
their conception. Their inadequacy is basic..

Schwartz D, Lellouch J. Explanatory and pragmatic attitudes in therapeutical trials. Journal of chronic diseases 1967; 20: 
637–48. 



 

Choosing the right design



 

Choosing the right design

Number of 
clinically 
irrelevant trials: 
 
87 of 136 (64%)



PRECIS, something to help trialists think 
through their decision decisions
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Design: PRECIS-2

Who am I designing my trial for and what have I 
done to make sure they don’t have to dismiss my 
trial as irrelevant?

Who are your users and 
what do they want?

Kirsty Loudon,
Stirling

Loudon K, Zwarenstein M, Sullivan F, Donnan P, Treweek S. Making clinical trials more relevant: improving and validating 
the PRECIS tool for matching trial design decisions to trial purpose. Trials 2013, 14: 115. 



  

ORGANISATION - 
What expertise and 

resources are needed 
to deliver the 
intervention?

ELIGIBILITY - 
Who is selected to 

participate in the trial?

SETTING -  
Where is the trial 

being done?

RECRUITMENT - 
How are participants 

recruited into the 
trial?

FLEXIBILITY:  
DELIVERY - 

How should the 
intervention be 

delivered?

FLEXIBILITY: 
ADHERENCE - 

What measures are in place 
to make sure participants 

adhere to the intervention?

FOLLOW-UP - 
How closely are 

participants 
followed-up?

PRIMARY 
OUTCOME - 

How relevant is it to 
participants?

PRIMARY 
ANALYSIS - 
To what extent 

are all data 
included?
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Website: www.precis-2.org

http://www.precis-2.org
http://www.precis-2.org


So, why should you use PRECIS-2?

Who am I designing my trial for and what have I 
done to make sure they don’t have to dismiss my 
trial as irrelevant?
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#1– PRECIS-2: before and after
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#2– 23 included trials in a Cochrane review



#2– 23 included trials in a Cochrane review



#3– Internal vs external validity

Risk of biasRisk of biasRisk of bias

High risk Low risk Unclear risk

Explanatory trials

n = 19

1
(5%)

10
(53%)

8
(42%)

Pragmatic trials
 
n = 22

2
(9%)

13
(59%)

7
(32%)

Neither one nor the other

n = 8
2

(25%)
4

(50%)
2

(25%)
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Future developments 

• Nothing for a while..

• It would be good to catalog the sorts of changes 
that using the tool leads to.

• How can the tool be used in funding decisions?

• How can the tool be used in systematic reviews?

• Could the PRECIS-2 ‘format’ have a role in 
intervention development?



Summary 

• Poor design decisions can render a trial 
irrelevant

• Some decisions are made almost accidentally

• We think PRECIS-2 can help improve how design 
decisions are made (and perhaps funding 
decisions too)

• Have a look at www.PRECIS-2.org

http://www.PRECIS-2.org
http://www.PRECIS-2.org
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Thank you!

Twitter: @Trial_Forge

http://trialforge.org

http://trialforge.org
http://trialforge.org
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